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1. SUMM~$‘W 

The SKINTEJ$ ,-method* js ,q~ in vitro test used tq predict skin irritation, 
based on both the alterations ~,of a ~~o&&%%&%?d release of a dye. The 
potential of ~&&~&‘l%~~~~&+ skin irritation was investigated in the 
Skintex Upright Membrane Assay (UMA). 

The sample was found to be a minimql &iat. 
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2. INTROIXJCT~Q.~ 

2.1. Sponsor 
EGO Pharmaceuticals Pty. Ltd. 

2.2. Project number 

Project T1716.1.B. 

2.3. Sample Description 

Emulsion B8575: a white cream stored at room temperature (between 19 
and 24” C). 
The reactivity and physical data were determined by EGO Pharmaceuticals 
Pty. Ltd. 

2.4. Rationale of the study 

To determine the potential for dermal irritation.caused by the test substance 
in the SKINTEXTM System. 

2.5. Basic principle 

The SKINTEX barrier matrix of collagen and keratin is highly organized. 
An indicator dye molecule which is similar to the ,strat,um co.meym, is, 
linked into this matrix. Chemical i.rritants can interact with the SI$@TB,X .^ ,_ <A. 
reagent. The dye release can be quantitated spk;d~~~~hoiomet~~~ily. The 
SKINTEX Reagent is a protein reagent which undergoes a process of 
conformational change when challenged with a chemical irritant. The 
endpoint of this process is the opacification of the re,agent, which can ,also 
be measured spectrophotometrically. The sum -of the dye release and 
opacification of the reagent is determined on a calorimeter. Calibrators 
provide a direct comparison to a Draize Primary Dermal Irritation Index 
(PDII) Scale to determine Dermal Safety Classifications. 

- Pharmatox- T1716.1.B. - 
- 4/10- 



,, .._ . j, , 

2.6. Protocol selec tion and procedural sugary “A_ l.“, ..,, “.A “,,. . 

The samples  are analysed by direc t application to the barrier matrix  and 
incubation of the matrix , in con’tac t w ith the reagent. Several modifications 
are possible w ith this  protocol which per&t?he most accurate analy s is  of 
the sample. 

Calibrators  and Controls  

Three calibrators  and tu\‘o Q uality  Control Samples  are analysed in each 
assay to ensure s tandardization. 

Q ualification 

The protocol has qualification s teps  which must be completed and fulfilled 
for a result to be accepted. C las s ification ,and determination of the .. 
SKINTEX/Draize, Equivalent Primary Dermal Irr~tat~~~‘~~rie;;~~~~~~iH 
then carr ied out. 
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3. RESULTS .” ./_. , 

The SKINTEX@raizq .PQlJI,fq Emulsion B8575 was 0.3. The dose / %_Mc*.,*. be., m*.%*, *, ̂ r*_ ,...,--, L&_>,/” _\ _/“,*l, ‘ii. x1 w,. .“s/* i,< , .,,.._ liiill_ . ,I ,,. “j I . 
response curve for the sample can be found in the Appendix. 

4. CONCLUSION 

The SKINTEX,Uprigh~ Membrane Assay was carried, out on a sample of Emulsion B8575*‘.’ x > _ -_. > _- .),, ,.,,.__,. 
The sample was found to be a minimal irritant. 
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Appendix - Dose Response Curve 
Equivalence Table 
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Sample: Emulsion B8575 
Company: EGO Pharmaceuticals Pty. Ltd 
Code: T1716.B 
Protocol: WSkintex 
Date: 09/03 /1995 

Sample result: Volume: 100 ~1 Classifkation: Minimal 
PI311 EQUIVALENT: 0.29 

Cuvette 

SK0 

SK1 8.5 

SK2 

SK3 

100 jll 

50 1.11 

301.11 

Sample OD 

72 

308 

1076 

34 

28 

22 
. 

Blank OD 

-16 

-12 

Senior Techgician; F.Bq& 

Net 

50 

Score 

0.29 

0.24 

Classification 
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Dose response curve 
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The Primary Dermal Irritation Irglex. (PDII)/Equivalent is based on the 
Draize scale. 

Minimal 0 - 0.5 

Mild 0.5 -2&l 

Moderate 2.0 - 5.0 

Severe 25 

All test samples with in vitroxS>ga:lze equivalents which are 2 0.5 are 
positive results or potential irritants. 
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